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UNITED STATES DISTRICT COURT 
DISTRICT OF COLUMBIA 



THE HUMANE SOCIETY OF 
THE UNITED STATES, 
2100 L. Street, N.W., 
Washington, D.C. 20037, 

Plaintiff, 



UNITED STATES DEPARTMENT OF 

HEALTH AND HUMAN SERVICES 

FOOD AND DRUG 

ADMINISTRATION, 

200 Independence Avenue, S.W., 

Washington, D.C. 20201, 

Defendant. 



Civ. A. No. 05-01089 (RMU) 



DECLARATION OF BETTY B. DORSEY 

I, Betty B. Dorsey, declare as follows: 

1 . I am the Director of the Division of Freedom of Information (DFOI), Office of 
Management Programs, United States Food and Drug Administration (FDA), located in 
Rockville, Maryland. In this capacity, I direct the operations of DFOI. My duties and 
responsibilities include supervising the office that receives, processes, and responds to requests 
for FDA records under the Freedom of Information Act (FOIA). At my direction, FDA 
components search agency records systems under their control to identify documents and other 
information that may respond to FOIA requests. FDA's components gather, review, and 
determine whether the responsive records should be withheld under any applicable FOIA or 
Privacy Act exemptions. If responsive documents are exempt from public disclosure under 
FOIA, DFOI issues a denial letter to the requester under the signature of the Assistant 
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Commissioner for Public Affairs. I have held this position since March 31, 1996. I previously 
served as the Deputy Director of the FOI Staff from October 30, 1994 through March 30, 1996. 

2. The statements made in this declaration are based upon my personal knowledge, 
information made known to me in my official capacity, and information available to me in my 
official capacity and about which I have become knowledgeable. 

3. I submit this declaration in support of the govemment's motion for a stay of 
proceedings pursuant to 5 U.S.C. § 552(a)(6)(C). The purpose of this declaration is to set forth 
DFOFs response to the FOIA request that is the subject of the Complaint in this case. 

CHRONOLOGY OF EVENTS 

4. By letter dated April 9, 2004, the Humane Society of the United States (Plaintiff) 
submitted a FOIA request to FDA. See Letter from Plaintiff to FDA (Apr. 9, 2004), Ex. 1. 
Plaintiffs request sought documents "related to FDA's guidance on potency testing of the 
Botulinum toxin type A, more specifically BOTOX® (theraputic use) and BOTOX® Cosmetic 
(cosmetic use), manufactured by AUergan, Inc. of Irvine, CA." Id. As with all FOIA requests 
received by FDA's Freedom of Information office, DFOI logged in this request and assigned it 
reference number 04-5590, reflecting that it was the 5,590th FOIA request FDA received during 
the calendar year 2004. 

5. On April 19, 2004, FDA notified Plaintiff by letter that the agency would respond to 

Plaintiffs request "as soon as possible " See letter from FDA to Plaintiff (Apr. 19, 2004), 

Ex. 2. This letter also invited Plaintiff to contact FDA at a phone number and address provided 
therein if Plaintiff had any questions related to the request. 

6. Given the size of the FDA and the vast number of documents generated in the ordinary 
course of agency business, DFOI forwards requests made under the FOIA to those FDA offices 
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that it determines are reasonably likely to possess responsive records. In this case, DFOI 
immediately forwarded Plaintiffs request to the Division of Liformation and Disclosure Policy 
(DIDP) of the Center for Drug Evaluation and Research (CDER) and the Director of Regulations 
and Policy of the Center for Food Safety and Applied Nutrition (CFSAN) on April 19, 2004. 
DFOI referred Plaintiffs request to DIDP because CDER has regulatory responsibility for 
BOTOX® and BOTOX® Cosmetic. See Transfer of Therapeutic Products to the Center for 
Drug Evaluation and Research, Ex. 3. The request was referred to CFSAN because CFSAN' s 
responsibilities include the regulation of cosmetics. 

7. On May 17, 2004, CFSAN sent Plaintiff copies of two documents maintained on 
FDA's website concerning the cosmetic use of Botulinum Toxin Type A. See Letter from 
CFSAN to Plaintiff (May 17, 2004), Ex. 4. CFSAN's cover letter to Plaintiff pointed out that 
"Botox Cosmetic is considered to be a drug. The use of the word Cosmetic in the name of the 
drug does not refer to any cosmetic application but rather to the use of the drug for procedures 
known as cosmetic surgery." M. Plaintiff was charged $9.60 for search and reproduction costs 
and informed that the total may not reflect the final charges associated with Plaintiffs request. 
Id. Because Plaintiffs request was still being processed by CDER, CFSAN's May 17, 2004 
response to Plaintiff did not reflect the FDA's final response to Plaintiffs request. 

8. On July 29, 2004, DFOI received a letter from Plaintiff that again requested 
documents "related to the FDA's guidance on potency testing of the Butulinum toxin type A, 
more specifically BOTOX® (theraputic use) and BOTOX® Cosmetic (cosmetic use), 
manufactured by AUergan, Inc. of frvine, CA." S^ Letter from Plaintiff to FDA (Jul. 26, 2004), 
Ex. 5. Because the letter indicated that the Plaintiff had submitted a previous request for the 
same documents and had received a response from CFSAN, DFOI did not assign it a new 
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reference number. Instead, it was considered to be a follow-up to the Plaintiffs original, 
pending, request. Plaintiffs July 26, 2004 letter was forwarded to CDER since Plaintiffs 
original April 9, 2004 FOIA request was still pending in that office. 

9. By letter dated April 28, 2005, Plaintiff submitted a "Freedom of Information Act 
Appeal" to the Department of Health and Human Services wherein Plaintiff appealed the 
"constructive denial of a July 26, 2004 request" under FOIA. See Letter from Plaintiff to Dep't 
of Health and Human Servs. (Apr. 28, 2005), Ex. 6. 

10. On May 5, 2005, the Department of Health and Human Services (Public Health 
Service, Freedom of Information Office) notified Plaintiff that its administrative appeal had been 
received and that it had been assigned number PHS-2K5-A-077. See Dep't of Health and 
Human Servs. letter to Plaintiff (May 5, 2005), Ex. 7. 

11. On June 2, 2005, Plaintiff filed its Complaint in this case. 

12. To date, FDA has neither denied, nor issued to Plaintiff a letter denying, its request 
for records with respect to FOIA request 04-5590; such request is still pending at CDER and will 
be processed when it rises to the top of DIDP's complex queue. 

THE PROCRSSTNG OF FOIA REQUESTS BY DFOI STAFF 

13. DFOI employs fifteen staffmembers who monitor the processing of all FOIA 
requests received by FDA. When a FOIA request arrives at FDA, DFOI staff log it into a 
computer tracking system, assign it a request number, and determine which FDA components are 
likely to have responsive documents. FDA is composed of five centers responsible for regulating 
foods, drugs, devices, biologies, and veterinary medicine, and numerous other offices. Each 
center has separate FOIA staff who are responsible for locating, organizing, reviewing, redacting. 
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and producing documents responsive to FOIA requests for products regulated by that center. 
Most offices have at least one staff member who is trained to respond to FOIA requests. 

14. Of the five FDA centers, CDER receives the largest share of FOIA requests each 
year. In calendar year 2004, about 25 percent of all FOIA requests received by FDA were 
directed to CDER. In calendar year 2003, about 31 percent of all FOIA requests received by 
FDA were directed to CDER. In calendar year 2002, about 28 percent of all FOIA requests 
received by FDA were directed to CDER. 

15. FDA has improved its processes to meet its obligations under FOIA, including 
posting frequently requested records on FDA's website, contacting submitters of pending 
requests annually to determine whether they still desire documents (which enables FDA to clear 
some abandoned requests fi-om queues throughout the agency), and undertaking increased FOIA 
training for personnel. For example, DFOI gives a two-day FOIA course semi-annually to FDA 
headquarters and field personnel, and offers specialized training for particular centers and offices 
(e.g., DFOI has trained FOI staff how to review and redact particular types of agency records). 

16. However, the agency still has a substantial backlog of FOIA requests due to the high 
volume of requests that FDA receives, the complexity of these requests, and the amount of 
resources available to process requests. 

17. FDA takes its responsibilities in the administration of its FOIA program very 
seriously. But the personnel resources of FDA components are insufficient to keep up with the 
large number of requests received, as well as the increased complexity of these requests. The 
time necessary to process a request cannot be significantly reduced without taking shortcuts that 
could threaten the legitimate interests of both the Government and the requester. 
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Pursuant to 28 U.S.C. § 1746, 1 declare under the penalty of perjury that the foregoing is 
true and correct. 



'BettyVB. Dorsey 

Director 

Division of Freedom of Liformation 
Office of Management Programs 
Food and Drug Administration 



Executed on August^^, 2005, in Rockville, Maryland. 
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April 9, 2004 

Betty B, Dorsey 
Director, FOI Staff 
5600 Fishers Lane (HFI-30) 
Rockviile, MD 20857 

Dear Ms. Dorsey: 



The Humane Society of the United States (HSUS) hereby requests copies of all documents 
related to the FDA's guidance on potency testing of the Botulinum toxin type A, more 
specifically BOTOX® (therapeutic use) and BOTOX^Cosmetic (cosmetic use), manufactured 
by Allergan, Inc. of Irvine, CA. By "guidance," we mean regulations, directives, policy 
statements, recommendations, guidance documents, and similar documents, whether 
compliance is mandatory or voluntary. The documents should include, but not be limited to, 
any guidance that may specify or suggest that different methods are or may be permissible for 
the potency testing of BOTOX (therapeutic use) versus BOTOX Cosmetic (cosmetic use). 

This request for records is made under the federal Freedom of Information Act (FOIA), 5 
U.S.C. 522, and applicable agency regulations. 

The FOI Act provides that if portions of a document are exempt from release, the remainder 
must nevertheless be segregated and disclosed. Accordingly, please provide all nonexempt 
portions of the records requested and justify deletions, if any, by reference to the specific 
provisions of the FOI Act. 

The HSUS is prepared to pay lawful search and duplication fees incurred in connection to this 
request. However, we request a waiver of these fees, as provided by the FOI Act, U.S.C. 522 
(a)(4XA), and by applicable agency regulations. The HSUS is a 501 c-3 organization, (tax 
exempt #8399-7 1925-01), and makes this request as part of its ongoing efforts to promote the 
humane care and treatment of all animals, including those for whose protection Congress has 
enacted specific legislation. 

Information obtained by The HSUS is routinely compiled, analyzed, and disseminated to the 
Society's national membership, and to the general public through the media. If however, you 
do not grant this request for a waiver, and fees are incurred in excess of $200.00, please notify 
me so that I may obtain authorization for a larger expenditure or appeal your decision. 

Please feel free to contact me at (301) 258-8252 if you have any questions. 

Sincerely, 



^jinxjL n/lci^^^ 



Loree Macdonald 
Information Specialist 
Animal Research Issues 

Fromolino the protecUon of all animals 

2^00 L street, NW, Washington, DC 20037 ■ 202-452-1100 • Fax: 202-776^132 « wwwMsus,org 
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045590.txt 



HUIVIANE SOCIETY 04/19/04 

ATTN: L MACDONALD 

2100 L ST NW In reply refer to: 

WASHINGTON, DC 20037 04005590 



Dear Requester: 

The Food and Drug Administration (FDA) has received your 
Freedom of information Act (FOIA) request for records 
regarding: 

ALLERGAN INC, IRVINE, CA - BOTOX RECS 

We will respond as soon as possible and may charge you a 
fee for processing your request, if you have any questions 
about your request, please call Mary L. Sejas, Lead 
Information Technician, at 301-827-6563 or write to us at: 

Food and Drug Administration 
Division of Freedom of information 
5600 Fishers Lane, HFi-35 
Rockville, MD 20857 

If you call or write, use the reference number above 
which will help us to answer your questions more quickly. 
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U.S. Food and Drug Administralion «^S 



ep:?rtrriertt of 
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Transfer of Therapeutic Products 
to the Center for Drug Evaluation and Research 



On June 30, 2003, FDA transferred some of the therapeutic biological products that had been reviewed 
and regulated by the Center for Biologies Evaluation and Research (CBER) to the Center for Drug 
Evaluation and Research (CDER). CDER now has regulatory responsibility, including premarket review 
and continuing oversight, over the transferred products. In regulating the products assigned to them, 
CBER and CDER will consult with each other regularly and whenever necessary. 

On October 1, 2003, the staff comprising CBER's Office of Therapeutics Research and Review also 
transferred to CDER. CDER created two new offices to accommodate the former CBER staff: 

• the Office of Drug Evaluation VI, within ODER'S Office of New Drugs, and 

• the Office of Biotechnology Products, within ODER'S Office of Pharmaceutical Science. 

For further information about the organizational structure of the two new offices in CDER, see 
www.fda.qov/cder/biologics/default.htm. 

Mailing addresses 

Beginning October 4, 2004, all submissions for therapeutic biological products (EXCLUDING 21 
CFR 600.80 postmarketing adverse experience reports; advertising and promotional labeling; and 21 
CFR 600.14 biological product deviation reports) that have been transferred to CDER should be sent 
to: 

CDER Therapeutic Biological Products Document Room 
Center for Drug Evaluation and Research 
Food and Drug Administration 
12229 Wilkins Avenue 
Rockville, MD 20852 

All submissions for biological products that remain In CBER should continue to be sent to: 

Center for Biologies Evaluation and Research 
Food and Drug Administration 
1401 Rockville Pike, Suite 200N 
Rockville, MD 20852-1448 

The lists below identify categories of therapeutic biological products transferred from CBER to 
CDER, and categories of therapeutic biological products remaining in CBER. Please note that the 
CBER list contains only a portion of the products CBER currently regulates; this list contains products 
that are closely related in chemical structure to products that transferred to CDER, e.g. therapeutic 
proteins and polysaccharides. Products are included on the CBER list as a means of clarifying the 
products that transferred and those that did not. 

Product information for the product classes transferring to CDER have been relocated to the CDER web 
http://www.fda.gov/cber/transfer/transfer.htm 
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site. A list of specific p roducts transferrin g to CDE R is provided. 

Product information for the product classes remaining in CBER will remain on the CBER web site. 

Categories of Therapeutic Biological Products Transferred to CDER 

• Monoclonal antibodies for in-vivo use 

• Proteins intended for therapeutic use, including cytokines (e.g. interferons), enzymes (e.g. 
thrombolytics), and other novel proteins, except for those that are specifically assigned to CBER 
(e.g., vaccines and blood products). This category includes therapeutic proteins derived from 
plants, animals, or microorganisms, and recombinant versions of these products 

• immunomodulators (non-vaccine and noh-allergenic products intended to treat disease by 
inhibiting or modifying a pre-existing immune response) 

• Growth factors, cytokines, and monoclonal antibodies intended to mobilize, stimulate, decrease or 
otherwise alter the production of hematopoietic cells in vivo ^ 

Categories of Therapeutic Biological Products Remaining in CBER 

• Cellular products, including products composed of human, bacterial or animal cells (such as 
pancreatic islet cells for transplantation), or from physical parts of those cells (such as whole cells, 
cell fragments, or other components intended for use as preventative or therapeutic vaccines) 

• Vaccines (products intended to induce or increase an antigen specific immune response for 
prophylactic or therapeutic immunization, regardless of the composition or method of 
manufacture) 

• Allergenic extracts used for the diagnosis and treatment of allergic diseases and allergen patch 
tests 

• Antitoxins, antivenins, and venoms 

• Blood, blood components, plasma derived products (for example, albumin, immunogiobuiins, 
clotting factors, fibrin sealants, proteinase inhibitors), including recombinant and transgenic 
versions of plasma derivatives, (for example clotting factors), blood substitutes, plasma volume 
expanders, human or animal polyclonal antibody preparations including radiolabeled or 
conjugated forms, and certain fibrinolytics such as plasma-derived plasmin, and red cell reagents 

Combination Products 

The lists above contain some combination products comprised of a biological product component with a 
device and/or drug component, though such products are not specifically identified. Combination 
products are assigned to a Center for review and regulation in accordance with the products' primary 
mode of action, ^ When a product's primary mode of action is attributable to a type of biological product 
assigned to CDER, the product will be assigned to CDER. Similarly, when a product's primary mode of 
action is attributable to a type of biological product assigned to CBER, the product will be assigned to 
CBER. For further Information about combination products, see http://www.fda.gov/oc/combination/ . or 
contact the Office of Combination Products at 301-827-9229,or combination(S)fda.gov . 

Sponsor Information 

Files transfering to CDER BLA NDA [ND IDE 

Files remaining with CBER BLA NDA [ND IDE 

Letter to Sponsors - (PDF) , (Text) 



FEDERAL REGISTER Food and Drug Administration Regulations; Drug and Biological Product 
Consolidation; Addresses; Final Rule; Technical Amendment- 3/24/2005 - (PDF) , (Text) 
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FEDERAL REGISTER Drug and Biological Product Consolidation - 6/26/2003 - (PDF) , (Text) 



Questions about the assignment of specific products to CBER or CDER should be directed to the center 
jurisdiction officers at: 

CDER Ombudsman 301-594-5480 

CBER Ombudsman 301-827-0379 



Footnotes 

''Growth factors, cytokines, and monoclonal antibodies intended to mobilize, stimulate, decrease or 
otherwise alter the production of hematopoietic cells in vivo, for the purpose of being harvested for use in 
the production of a therapeutic cellular or blood product, may be regulated in combination with the 
therapeutic cellular or blood product, as appropriate. Sponsors of products that fit this description should 
contact the center jurisdiction officers listed below for guidance on appropriate center assignment. 

2 See 21 U.S.C. § 353(g), section 503(g) of the Federal Food, Drug, and Cosmetic Act. 
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Transfer of Therapeutic Products 
to the Center for Drug Evaluation and Research 



Approved Products Transferring to CDER 



Product Name 


Proprietary Name 


Applicant Name 


Abciximab 


ReoPro 


Centocor B.V. 


Adalimumab 


Humira 


Abbott Laboratories 


Agalsidase beta 


Fabrazyme 


Genzyme Corp 


Aldesleukin 


Proleukin 


Chiron Corp 


Alefacept 


Amevive 


Biogen, Inc 


Alemtuzumab 


Campath 


ILEX Pharmaceuticals L.P. 


Alteplase 


Activase 


Genentech, Inc 


Anakinra 


Kineret 


Amgen, Inc 


Anistreplase 


Eminase 


Wulfing Pharma GmbH 


Arcitumomab 


CEA-Scan 


Immunomedics, Inc 


Asparaginase 


Elspar 


Merck & Co., Inc 


Basiliximab 


Simulect 


Novartis Pharmaceuticals Corp 


Becaplermin 


Regranex 


OMJ Pharmaceuticals, Inc 


Becaplermin Concentrate 




Chiron Corp 


Botulinum Toxin Type A 


BOTOX 

BOTOX COSMETIC 


Allergan, Inc 


Botulinum Toxin Type B 


MYOBLOC 


Elan Pharmaceuticals 


Capromab Pendetide 


ProstaScint 


Cytogen Corp 


Collagenase 


Santyl 


Advance Biofactures Corp 


Daclizumab 


Zenapax 


Hoffmann-La Roche Inc 


Darbepoetin alfa 


Aranesp 


Amgen, Inc 









http;//www.fda.gov/cber/transfer/transfprods.htin 
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Denileukin diftitox 


Ontak 


Seragen, Inc 




Dornase alfa 


Pulmozyme 


Genentech, Inc 




Drotrecogin alfa (Activated) 


Xigris 


Eli Lilly & Co 




Epoetin alfa 


Epogen 


Amgen, Inc 




Epoetin alfa 


Eprex 


Ortho Biologies LLC 




Etanercept 


Enbrel 


ImmunexCorp 




Filgrastim 


Neupogen 


Amgen, Inc 




Ibritumomabtiuxetan 


Zevalin 


IDEC Pharmaceuticals Corp 




Indium ln-111 Chloride Sterile 
Solution 


Indium ln-111 Chloride 
Sterile Solution 


Mallinckrodt Medical, Inc 




Indium ln-1 1 1 Chloride Sterile 
Solution 


Indiclor 


Medi-Physics, Inc 




Infliximab 


Remicade 


Centocor, Inc 




Interferon alfa-2a 


Roferon A 


Hoffmann-La Roche Inc 




Interferon alfa-2b 


Intron A 


Schering Corp 




Interferon alfacon-1 


Infergen 


InterMune, Inc 




Interferon alfa-n3 (Human 
Leukocyte Derived) 


Alferon N Injection 


Interferon Sciences, Inc 




Interferon beta-1a 


Avonex 


Biogen, Inc 




Interferon beta-1a 


Rebif 


Serono, Inc 




Interferon beta-1b 


Betaseron 


Chiron Corp 




Interferon gamma-1b 


Actimmune 


InterMune, Inc 




Laronidase 


Aldurazyme 


Biomarin Pharmaceutical Inc 




Muromonab-CD3 


Orthoclone 0KT3 


Ortho Biotech Products, LP 




Nofetumomab 


Verluma 


Boehringer Ingelheim Pharma 
KG 




Omalizumab 


Xolair 


Genentech, Inc 




Oprelvekin 


Neumega 


Genetics Institute, Inc 




Palivizumab 


Synagis 


Medlmmune, Inc 




Pegaspargase 


Oncaspar 


Enzon, Inc 




Pegfilgrastim 


Neulasta 


Amgen, Inc 




Peginterferon alfa-2a 


Pegasys 


Hoffman-La Roche Inc 




Peginterferon alfa-2b 


PEG-lntron 


Schering Corp 













http://www,fda.gov/cber/transfer/trans^rods.htm 
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Rasburicase 


Elitek 


Sanofi-Synthelabo, Inc 


Reteplase 


Retavase 


Centocor, Inc 


Rituximab 


Rituxan 


Genentech, tnc 


Rituximab Formulated Bulk 
(For Further Manufacturing 
Use) 




IDEC Pharmaceuticals Corp 


Sargramostim 


Leukine 


Berlex Laboratories, Inc 


Satumomab Concentrate (For 
Further Manufactunng Use) 




LONZA Biologies pic 


Satumomab Pendetide 


OncoScint CR/OV 


Cytogen Corp 


Streptokinase 


Streptase 


Aventis Behring GmbH 


Tenecteplase 


TNKase 


Genentech, Inc 


Tositumomab and Iodine 1 
131 Tositumomab 


Bexxar 


Corixa Corp 


Trastuzumab 


Herceptin 


Genentech, Inc 


Urokinase 


Abbokinase 


Abbott Laboratories - 
Pharmaceutical Products Division 



Updated July 2, 2003 
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A*W'nI$tralinn 
W-2074b-' 



Dear Kg. MacdQiia34: 

In response to your tequeet of April- 9, 2QOA for infor»atioa. pertaining to 
SOTOX (tiierapeutic use) aood llOTOX Cosmetic (cosmetic use). 

We wish to ppiiit out that Sotox Coeoetic t^ con^ldare^ to }>m a drug. The use of 

the vor4 .(^osmetic in the uame of the druf; ^C^^d not refer to any cosmetic application 

but rather to the use of the drug^ f ox procedures knovu as **co$aetic eurgery*** 



, We J>w? sefrdied oqr f ile$ ^ 







JCbur F?<{uese is also being referred txr dp^ of our conpoqexit offices* 



I n order co help reduce prcoce^eing tine dod costs, certain sraterial 
Hiil>een deleted from liie record (s) furui^bed to jou because a pre-- 
liminaty r^ie» of the records ixxlicated tbat the deleted infbnnation is 
not required to be publicly disclosed. If, however, you desire to 
review the deleted material, please make ^n additioDal requesc ac tiie 
follouing address s Food and Chcug AddinlstratioQ, Freedom of InCorniBtioa 
Staff, HFI-35, 5600 Fishers Lane, RocWille, MD 20857. Should the 
Ageo^ then deny tliis infomatfon, you «ou>4 bave the ^igbt to a|^al 
sudi denial, ikiy letter of deaiel will ex^idn bow to mike this appeal. 

Charges will be included in a ipppUily iiivp|f;e if your request (s) total 
more thai) $15,00. If your monthly toi:4l i^ I^S %\^ $1S,00| tbe 
material is free, Fl$a$e DO |IOT sand |>aya?ep1t uptil ypu raceive an 
invoice for the total monthly *£ee. 



RepcoductioQ $>&0 



Seardi$9*00 Review 



THE ASXm TPWI* MAI NOT REFUCT I|fE FIHA^ 



Sincerely yours*, 




T otal; $9,60 



f^ Ijljs ^Bqppr, 





BOI OCTICEa 

Eaecodve Operal^lras Sta££ 

Center for Ited Saf^y 
and ^^lied Mucrltion 



Enclosure 
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Botox Cosmetic: A LooK ^t Looking Good 



By Ci\ro( Lewis 



The 



,r^^i,M0^--.^^^,^. ■^•^>i?^^^- ■■^' 



promise of 9 more youthful look W9$ too tempting Ipr S3^dri}|d Mary 
Schwaiienherg to pass up. So, when ttvp^ Food and PrV9 Adn^ni^itfion approved a 
prodL ct that temporarily ^proves tt)e appearance of frown lines bietween the eyebrows, 
the O rtando. Fla. . resklent took a shot at it And it wasn't long t)efbfe she t)ecame one of 
many people damoring for regular treatments ttiat often include refreshments and friendly 
conversation, as weU as injectbns. 

Botul|num Toxin Type A (Botox 
Cosmetic) is a protein complex produced 
tiy th? t>acterlMm Clostridium boMmum, 
wtiicf I contains the sanne toxin that 
causi^ fboff poisoning. When t^ed in 9 
medi :ail settirg as an injectable form of 
stertl 5, purtffocj ^turmum toxjn, ^rn^ 
dose? btocK thi? release of a ch«n|?;g} 
caitel acefyfpriQlJnQ by neryp beH^tfij, 
sigm J muppfp pQfTfrac^jon, Py selecttyffy 
interlering vyith the un<<«r1ying mUlfQlQS^ 
ability to cQnlm«lf ^sting firqwn fj^ 
are smooti)ec| pHj arid, in rnostcase?, 
are ready invisible In a week. 

BotoK injections are the fastest-growing 

cosn letic procedure in Ihe iodusby, 

acccrding to tbe American Society for 

Aest tetic Rastio Surgery (ASAPS), In 

200' , nDore than L6 mflik)n people 

rece ved injections, an increase of 46 percent over the prevkxis year. More popular tiian 

breast enhancement surgery and a potential blockbuster, Botox is regarded by some as 

the tjittimate fountain of youth. 

Scivvallenberg, a pharmaceutical sales represefit^ifive^ who is excited about her next 
rourd of iniectlons. says she wants to jpoH fi^ b^ fef fi^T jpjj. IM^ corporarte America 
for y^u," she says. 1 have a lot of energy eiiKJ I Just wanted tp looH 9000." 

ijc was fjpst approved In 1 989 to trept tyyo «^,mM^-^i89r*«]JiF«ncontrollab^ 
bnnking (blepf)^rospasm) and misalign^ W©? t^KWro^J-'n Wi It^^®'^ >^ 
approved to tre^ ? neurological nw»efnent tlfe^^tt^ ^^viSSS sigfvere neck an^i 
"*— l^lder contractions, known as cenrical dystonia. As an WMSMal sWe effsc^ of the eye 

''"''":%''>iS^w^''' '■"•■•' 
httpy/www.iiia.^ov/fdac/fcatures/2002/402 botox-html 4/2l/7.cm4 
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disorder fr^^^frt, doctors q|>$ervec| t^ Bptw ftSfelw^tn? ver^l frown (gl^^lar) 
lirves between the eyebrosws that tend to make pepjite Kiok tired, Ejpgry or displeased. But 
until this IniprpvemerYt was actually demonstratecj tn qflnicat studies, Allergan Inc., of 
Irvines, Calif. , was prohltrited from making this daim for the product 

By April 2002, the FDA was satisfied by its review of studies indicating that Botox reduced 
the ^verity of frown lines for up to 120 days. The agency then granted approval to use 
the drug for this condition. 

The FDA re^MJa^ products, but not how they are m^. Approvec| products are 
some|times usec^ tiy a Ticensed practitioner for uses o^h^ than those stated in the product 
lat>eLj Botox Cosnietic, for exampte, is currently b^fffp used l>y phy^fctans to treat fadal 
wiinldes othQF tiTan those speclfM ly tN 

thatthis "QfH^M^ use ha^ not been jnrfppfr^e# rfvj^^ ^ the 

safety and etfertjveoess of Botox Ir^ecBons tntp otilfif r^ioiPis of t^ f^ce and neck, atone 
or m comblnatibn with ttie frown-{ines region, have |k* been clinlp^||y evaluated. 

Ella IL TopTfibs^M^.. a cjwr^olppjp j[fi^m ^0m l^gM^^g^fe 

Colots, S£|ys, "^r^l delibefation, giye^tion j^my.pra|^|tep,i|^ 

agency b^pf^ ^py prescnptlQn P^U^ IS ^pHiOifliPR^^ not 

indicated for serious or We-trjfegfenln^ f?Pffiiro^ 

scnjtSny bepai4se of tiie benefft^teKtsk fa^.'^ TQpik$;f#? th'«5 fH^hs that the FDA m?v 

aHow soaYeQr)e to incur a greater risk from product tM treat mecjical conditions, rather 

than iftom those that are approved for cosrnetic piuposes. 



Botox ^Parties' 

The recent rise in the poputartty of Botox has much to do with 
the manner in wtik:h it is frequentiy marketed. Son^e 
practitioners buy the tc^h ki bulk and arrange get-togethers for 
people receiving their treatments. As in business, volume 
discounts can be found in medk^e. 

Plastic suripery events known as Botox paftiesr^j^ ^|i;s(|]|nars, 
evenings eind §ppfate^are a l^ey etem^fjj ^ ^^^ ^»^^^i^ 
much of the UflJI^ States, The gsth^rfng? &r^M,^„, 
com^enient fneari? of providlr>g Botox tre#>e^ 
econonnic4»y, W)^ may h^lp [^uce thf ?»n?#|y f "" "" 
goes alorig ^ g^ftirjg aq fflf^a ^9^ 
treating p^|^ jp groups ^j^ fti^ jp m^K-^ *" 
more affbrdat^le to their patients. 

Here*s how a ''p^ft/ typically works: A group qf Cffj^r^ nprvous. 
but exdted. rniddte-aged meri and women mlfigle jn S».9PfTimqn 
ar^a. Sometimes refreshments are served. Orie by orie, as their 
name is caUed, each slips avimy for about 15 minutes to a 
private exapn room. He or she pays a fee and signs an informed 
cwserrt agreement AnesHiesia is rarely needed, but sedatives 
and numbing agents may be available. TTie practiticMier lnje(fe 
about one-tenth of a teaspoon of to)dn into spedlic muscles of 




Considering Botox 
Cosmetic? 

• Be sure that a 

. qu^dified doctor 
performs the 
procedure* 

# Msd<e sure that the 

and^ii^^ in 
co^neticskin 
Siifi^ery of the 

the|>enptsand 
risks involved in 
theprqfigcjjyre. 

# Avoid alcohol and 
remain upright for 
several hours 
foltowing the 
procedure. 

• Choose a medical 
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the forehead rpost often targeted for the effect The person then 
rejoins the group. 




^t^ngijfing 
sterile techniques. 
Necessary 




SoaefyforDermatokjgt 



Scott A. Greenherg, M.a, a t>oard-c9f|f|^ pt?^^§jj[(ggjgp jfl 
Winter Paffc. ^, hf^s been ho^ng mPjitbly " ^^l^fiRy^* 
Hours" in m fm^ office slnoe the ^rMg's ^RlS(ai;|nlSl}^' 

Greenbefg f^§ tnstthes? t)y^n¥||«ji!^^ r — ^ ^ "^ ' 

patients "apB 9p opportunity to tr^ ^ fei Off r 

in a relaxec} tj^ prpfessfona) frtrrx^h^mt^ f 

there is no (^iffpretf^ between treating 10 people inuring 

individual ofTjcQ visits throughout the day and treating ^0 people 

indtyiduaUy, t>ut in a more sodati2^ setting. *The impOftant 

thing is that tfie identical standards of medical care are maintained at tfiese gatherings as 

in a routine daytbne office consultation.'' 

JuBanne CWford Ph^D .. of the FDA's Division of Vaccines and Related Products 
Applications, explains that **Botox is i'lcensed-for marioting and dtelnbufion as single-use 
vials."* This fne^ that as packaged, ""each vial \^ |nt^dec| tp be i(sed for a sv>gle patient 
in a single trealment session," Botox does not cont^n a preservative against potential 
contamination of thQ product through repeated tjse of a single vial Once opeiied and 
diluted* Botox must be used within four hours. Jfeatin^ nruHtiple people with one vial 
violates product labeKng. which is stated on the p?ick^ fnsert thp vial 9p^ fii^ c;|rton. 

■We lose sprnqlWng when we ma^ trifit." «^.f:fHif(inir^ Rt^fcV* M^P- RP^j^'^^of 

the ASAR§. ^Q^ pf my cooc^ms is ttw these |j|t|pg^^ as 

many paljefif^ ^ possible triyl^tliz^ « f^ 

time into ^ ponprpfe^ionai efwironrnerit'' pl§p%p5|v§ t|pe*^ (^^ 

just dlspepslpji fWMgs-" '-'0:^m$^^ '^i^m^ \ 

SchwallenberQ, however, in^i^ th^t tpr. Qre9n#i3il^#y eislKi^e^ a 

cattle call," she says, "And I dont think I'd go to 9 doctc? I clidh*t kn^ 

The FDA is concerned that Botox has the pot^itial fc>r't>eing sbused. The ASAPS recentty 
reported that unquallfted people are dispensing Botox in sakms, gyms, hotel rooms, 
home-based offioes, and other retail venues. In such cases, people run the risks of 
improper technique, inappropriate dosages, and unsanitary conditkms. "Botox is a 
prescnption drug that shouM be administered by a quedified physldan in an appropriate 
medical setUng," says Toombs. 

Greenberg agrees. Tatient safety has to be of priiiie concern," he says. "People need to 
be in the rigfit hands when complicatkms aiise." Thafs v^ Greenberg does not aOow his 
staff to adrhlnMpr Botox treatrpents. Even the mo^ ^KH)ed he^nhncare provkiers, he says, 
can have coniprKsrtions as w^l as dissatisfied cM^ibrners, 

Although there is no chance of contracting botujififn from Botox ir^ections, there are some 
risks assQciateci with the procedure. If ipo much tajjjn f. \(^I^C^^ ffef ^jimpl^, or if it is 

Injected intp the wrong feq^i ^fpa. 9 pff^pn m mmwmlwif ^Mfimiim, 

(ptosis) thatcoMid lastibrweeks. T>ils partJwfir«in^SiS»^^^ 
trials. 
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Other common side effects foUowing injocfion were headadie^ respiratory infiection, flu 
syndrome, and nausea. Ljess frequent adveree reactions included pain in the face, 
redness at the injection site, and muscle weaiofiess. These reactions were generally 
temporary, but could last several months. 

While the effects of Botox Cosmetic don't last, still, people dont seem to mind repeating 
the procedure ^ery four to six months in order to msuntain a wnn|c|e-free look. Battling 
the signs of agjng in a non-invasive way, after aB, i^ p^ of the alti^ of the product-that 
and the fact ^t there are no unsightly scars, an^ ^tfiere is ve|y Rfje recovery time 
with the procedure. 



The FDA regpfpfp^ds that Bgtp?^ Qpgfjietjp Ih( ji 
every three ownft's, and that |he lowest #ectjve 



nRipft tP^^?ntty than once 




For Mor^ IrTformation: 

American Ac ademy of Dermatology 

P.O. B0X4Q14 
Schaumbufg, 11.60168^014 
1-688-462-3376 

Ameijtoan SpcH^ for Demi atologic Surgery 
5550 Meadowbroc4c Drive, Suite 120 
RolQng Meadows, IL 60008 
1-800-441-2737 

American ^oqetv lor Aesthetic Plastic Suroew 
11081 Winners Circle 
Los AlamjtQS,qA 00720 
1-888-272-7711 
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TAKE TlfME TO CARS 






Boloxlf j5 Msed to imprpye |b0 )90^ 




• BotoxTr^poffiesftom a lOnd of bacteria. Tlisbact^ 9m 
doctors have found that tha chemical in Bolox™ ^ ^^ help treat ^tpme tiealih 
probiems. They have been using U safeVfbr many yeare^ 






How does Botox'* woric? 

« Son>ewr)nldes are caused when a nnisdeconti^cts (tighten 
through the skin kito the musde wfth a needle. The Bolox^ keeps the musde from 
contracting. When the muscle canl contracl the wrinkle doesnt show as much. 

You in?9ff you can*t move your muscles? 
• AtraV^ci^ctor^tir^eclsrnallamountfiofBotox^'fntoaBnraBpar^ 
that fnusc(e canit move. 



Whaj tl^ppens aver the long tfrn»7 

• ll>e«^nofPotox«|^fseTO>^in^ 
nwnth^ YoM begin tP a<is? th(^ i(ifftfi)ci^ ^^, 

eyes ipoM better, too. The cornpapy that 

FPA that Botox™ worked and was safe fx treafirig certam types of ^ 




A^A 



Are there any side effects? Yes. 

• S^le effects may include: 

• Droopy eyelids, which can last for a few weeks 

• Flu4ace $ynfptoms 

• Headache and nausea (upset stomach) 



(RE^^EMB^R: Bo^ox™ is a drug, not a oosmetPC.; 



Are Ootox Parties Safe? 
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What should I do if I want to try Botox^? 

m MaKe sure you get treatment In a doctor's ofFice or hospital. Make sure your doctor is 
tratned and takes time to care." 



ThinkiffS about Botox? 

• Be sore fh^t a sldKed doctor does the trealme^ 

• M^esufeVfe doctor tstr^n^d in oQsiivelicsiw 

• Ai^ about the benefits afKl risks of the treativYent 

• OhCKJ^an^edicariseUir^wher^ey^^^ 

• Dp pot dnnK alcohol ancf dp rMt fie c^ 




American Society for Derm^ofogi? Gui^ery Phone: 1-80(M41-2737 

FDA Talk Paper "FDA Approves Botox To Treat Frown Lines** 
www.Wa.oovA>bsnDDks;ANSWVERSQ002/ANS01147.htn^ 

FDA Consumer articie: 'Botox Cosmetic: A Look at Looking Good" 
)g«Qyjtoa.fl0v/fi;lacffyatvrysg002M 02 bQtox.htm l 



October 2003 



Get the Facte tfyl^ 
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July 26, 2004 

Betty B. Dorscy 
Director, FOl Staff 
5600 Fishers Lane (HFI-?Oi 
Rockville.MD 20857 

Dear Ms. Dorsey: 

The Humiinc Society of Uie United Stales (HSUS) hereby requests copies of all documenLs related to 
the FDA*s guidance on potency testing of the Botulinum toxin type A, more specifically BOTOX^ 
(therapeutic use) and BOTOX*Cosinetic (cosmetic use), raanufectured by Alkrgau, Inc. of Irvine, CA. 
By "guidance;* we xnean regulations, directives, policy statemcnls, rccoinmcndations, guidance 
documents, and similar documents, whether con^liance is mandatory or voluntary. 

This is ihe HSUS* second request for this information. Our initial request, dated April 9, 2004, yielded 
little pertinent informatioii; rather, FDA sent two printouts from the Ititemet that did not address any of 
our questions (see enclosures). Also, we have made several attempts to contact FDA cn^loyecs by 
phone 10 discuss potency issues, but we have been unsuccessful We would appreciate full disclosure 
of non-proprictaxy infomution relating to the potency testing of Botulinum toxin ^e A. 

This request for records is made under the federal Freedom of Information Act (FOlA), 5 ILS.C. 522, 
and applicable agency regulations. 

The FOl Act provides that if portions of a document arc cxcn^t from release, die remainder must 
nevertheless be segregated and disclosed. Accordingly, please provide all noncxcmpi portions of tihe 
records requested and justify deletions, if any, by reference to the specific provisions of the FOl Act. 

The HSUS is prepared to pay lawful search and duplication fees incuned in connection to this request 
However, we request a waiver of these fees, as provided by the FOl Act, U.S.C. 522 (a)(4XA), and by 
applicable aijcncy regulations. The HSUS is a 501 c-3 organization, (inx exempt )!/8399-7 1925-01). and 
makes this request as pan of its ongoing effons to promote the humane care and ucatment of all 
animals, including those for whose protection Congress has enacted specific legislation. 

Information obuined by Tlie HSUS is routinely compiled, analyzed, and disseminated to the Socicly*s 
national membership, and to the general public through the media. If however, you do not grant this 
request for a waiver, and tecs are incurred in excess of $200.00, please notify mc so that I may obtain 
authorization for a larger expenditure or appeal your decision. 

Please feci free to contact me at (301) 25S-8252 if you have any questions. 

Sincescly. 



bmcewly. 

Loree Macdonald 
Infomaatiott Specialist 
Ammal Rescaixh Issues 



Enc, 



Pramftliig the pretecUon 0f at! aoinals 

2^Q0 L Street, AW, Washington, DC 20037 ■ 202-452*1100 « fax: 202'77B-B132 • wwwMsus.org 
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April 28, 2005 

Bill Pierce 

Deputy Assistant Secretary for Public Affairs 
Department of Health and Human Services 
200 Independence Avenue, SW 
Washington, D.C. 20201 



<^^ 



^"^ 



.^ 



Re: Freedom of Information Act Appeal 



Dear Mr. Pierce 



The Humane Society of the United States (The HSUS) hereby appeals the 
constructive denial of a July 26, 2004 request under the Freedom of hiformation 
Act, 5 U.S.C. § 552 as amended for copies of "all documents related to the FDA's 
guidance on potency testing of the Botulinum toxin type A, more specifically 
BOTOX® (therapeutic use) and BOTOX® Cosmetic (cosmetic use), manufactured 
by Allergan, hic. of Irvine, CA. (Attachment A). 

Pursuant to the Freedom of Information Act (FOIA) and the FDA's own 
regulations, the agency has 20 working days to respond to a FOIA request. 21 
CFR §20.41 (2005). To date. The HSUS has received no response to this request. 

The HSUS sent a similar FOIA request on April 09, 2004, (Attachment B) 
to which it received a partial response consisting of two documents printed off the 
FDA website. The first one is foxmd at 

http ://www. fda. gov/womens/gelhefactsA)Otox.html , and the second one is found 
at http://www.fda.gov/fdac/features/2002/402 botox.html . (Attachment C). The 
information provided in these two web documents is very general and does not 
address the request which specifically asks for "regulations, directives, policy 
statements, recommendations, guidance docimients, and similar documents." 
The HSUS did not appeal the FDA's inadequate response to the April 9, 2004 
request. Rather, The HSUS sent a new request on July 26, 2004. It is that request 
that has gone entirely unanswered. 
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Accordingly, The HSUS hereby ^peals the agency's constructive denial of this 
FOLK request. The HSUS does not seek proprietary information or information that falls 
und(T any other exemption covered by FOIA, and there is no justifiable basis for the 
ager cy withholding this information. Furthermore, this information is vital to The 
HSlfS's ongoing monitoring of animal research in the United States, and its attempts to 
make sure individual companies are complying with the Animal Welfare Act, 7 U.S.C. § 
214 . et seq. The agency's delay in providing access to such information frustrates what 
the Supreme Court has identified as the "basic policy" of the FOIA, lc^, to "shed[] hght 
on an agency's performance of its statutory duties." Dept. of Justice v. Reporters Comm. 
For Freedom of the Press. 489 US. 749, 774 (1989). 



The HSUS would like to make arrangements to obtain all of the requested 
infojrmation as soon as possible. However, if, within twenty working days, the agency 
has not made arrangements to provide us with the requested records, we will assume that 
this appeal has been denied, and that our only remaining recourse is to file an action in 
federal district court to seek an order compelling disclosure. 

Please let me know if you have any questions regarding this appeal. 



Sincerely, 



Em 




Peter J. : 

Deputy Di 
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July 26. 2004 

Betty B. Dorscy 
Director, FOI Staff 
5600 Fibbers Lane (HFI-30) 
Rockville, MD 20857 

Dear Ms. Dorsey: 

The Humane Society of Uie United Stales (HSUS) liercby requests copies of all documents related lo 
the FDA*s guidance on potency testing of the Botulinum toxin type A, nnore specifically BOTOX^ 
(therapeutic use) and BOTOX*Cosinctic (cosmetic use), raanufectured by AUcrgau, Inc. of Irvine, CA. 
By "guidance," we mean regulations, directives, policy statements, recommendations, guidance 
documents^ and similar documents, whether coii^liancc is mandatory or voluntary. 

This is ihe HSUS' second request for this information. Otir initial request, dated April 9, 2004, yielded 
little pertinent information; rather, FDA sent two printouts from the ititcmct that did not address any of 
our questions (sec enclosures). Also, we have mwic several atten^ts to contact FDA coployecs by 
phone lo discuss potency issvcs, but we have been unsucccssfhl. We would appreciate full disclosure 
of non-proprietary infornution relating to ^ potency testing of Botulinum toxin ^e A. 

This request for records is made under the federal Freedom of Information Act (FOI A), 5 U.S.C 522, 
and applicable agency regulations. 

The FOI Act provides that if portions of a document are exempt irom release, tbc reiratndcr nmist 
Twvcrthclcss be segregated and disclosed. Accordingly* please provide all noncxempt portions of liic 
ncoxds requested and jusrily deletions, if any, by reference to the specilk provisions of the FOI Act. 

The HSUS is prepared to pay lawful search and duplication fees incuned in comicclion to this request 
However, we request a waiver of these fees, as provided by the FOI Act, U.S.C. 522 (a)(4XA), and by 
applicable agency regulations. The HSUS is a 501 c-3 oiganization, (tax exempt #/8399-71925-01), and 
makes this rcqucsl as pan of its ongoing effons to promote the humane care and treatment of all 
animals, including those for whose protection Congress has enacted specific legislation- 
Information obuincd by Tlic HSUS is routinely compiled, analyzed, and dbtscmiiwTed to the Society's 
national membership, and to the general public through the media. If hovwver, you do hot grant this 
request for a waiver, and fees are incurred in excess of S200.00, please notify me so that I may obtain 
authorization for a larger expenditure or appeal your decision. 

Please feci free to contact me at (301) 258-8252 if you have any questions. 



SinccMly, 




%jtd(md^ 



orce Macdonald 
Information Specialist 
Aafanal Research Issues 

Enc. 
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April 9, 2004 

Betty B, Dorsey 
Director, FOI Staff 
5600 Fishers Lane (HFI-30) 
Rockville, MD 20857 

Dear Ms. Dorsey: 

Tlie Hmmnc Society of the United States (HSUS) hereby requests copies of all documents 
related to the FDA's guidance on potency testing of the BotiQinum toxin type A, more 
specifically BOTOX* (therapeutic use) and BOTOX*Cosmetic (cosmetic use), manufactured 
by AUergan, Inc. of Irvine, CA. By "guidance,** wc mean regulations, directives, policy 
statements, recommendations, guidance documetits, and similar documents, whether 
con^Uance is mandatory or voluntary. The documents should include, but not be limited to, 
any guidance that may specify or suggest (hat different methods are or may be permissible for 
the potency testing of BOTOX (therapeutic use) versus BOTOX Cosmetic (cosmetic use). 

This request for records is made under the federal Freedom of Information Act (FOIA), 5 
U.S.C. 522, and applicable agency regulations. 

The FOI Act provides that if portions of a document arc exenpt from release, the remainder 
must nevertheless be segregated and disclosed Accordingly, please provide all nonexenpt 
portions of the records requested and justify deletions, if any, by reference to the specific 
provisions of the FOI Act. 

The HSUS is prepared to pay lawful search and di^lication fees incurred in connection to this 
request. However, we request a waiver of these fees, as provided by the FOI Act, U.S.C. 522 
(aX4XA), and by applicable agency regulations. The HSUS is a 501 c-3 organization, (tax 
exempt #8399-71925-01), and makes this request as part of its ongomg efforts to promote the 
humane care and treatment of all animals, including tiiose for whose protection Congress has 
enacted specific legislation. 

Information obtained by The HSUS is routinely con^iled, analyzed, and disseminated to the 
Society *s national mcnicrship, and to the general public through the media. If however, you 
do not grant this request for a waiver, and fees arc incurred in excess of $200.00, please notify 
me so that I may obtain authorization for a larger expenditure or zppcal your decisioa 

Please feel free to contact me at (301) 258-8252 if you have any questions. 

Sincerely, 



Lorce Macdonald 
Information Specialist 
Animal Research Issues 
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The Bvi^TV^ Society of the Unite* State? 
2100 ip Sprcct, KW 
Vacliixigtcm, DC 20037 

F04-5590 



DeaTHs, Macdonal^; 

In xespO^tSB to your request o£ April* 9 » 2004 for iufpraatiou- pertaining to 

BOTOX (tiierapeutic use) and BOTOX Cosmetic (cosmetic Mse). 

We wish to ppint out tlaat Itotox Cosmetic is con^ldere^ to "be a drug. The uac of 

the woT<i ,Cp»mctic in the name of the drug ^<^W not refer to any cosmetic application 

but rather to the use of the drug' for procedures Imovn a6 ^'cosnetic surgery,** 



_22jbc4p»e4 ^e tbe r«;coi:d$ yc%i 



, We tiwe ^?rched oqr fil«$ ^ ^^ l| ^^jltti f *^ 

Y our pp<|uesc Is also beiqg referred Co op?? of our cOEnpooeacit offices. 

I d order co help reduce prorproing tine aid eosts, certain aateriaL 
Hailbeen deleted from tJae record (s) funii$bed to vou because a pre- 
I5mxmy r^ieu of cbe records ijadicatcd diat the deleted infonnation is 
not required to be publicly disclosed. If» however, you desire to 
review the deleted material, please make an additiooal requesc ac die 
followit^ addresss Food and {hcug AdidnisttatioQt Freedom of InEonnatioQ 
Staffs HFl-35, 5600 Fishers Lane, BocVville, MD 20357. Should the 
Agjenqr then deny this infonnacioQ, you ivoii^ have the fight to aj^al 
such denial. Aiiy letter of denial will explain how to tt^ this apj^saL. 

Charges will be included in a unoptiay i||VQf4:;e if your request (s) total 
wore tbap §15.00. If your awfithly tot^l J# LgSS than $15.00, the 
material i« free. Flea$e DO ^JOT send faya^eqf upcil you receive ao 
invoice for the total nbnthly *fee. 



Feppoduction $>60 S earc fa$9«00 

THE mm lOTAL MAY HOT RWI^JCT TflEFIf^ ' '^'" 



Review 



Other 



O.Total:S9*60 

■ — . ■ * ■ ■ . ' 



s FEiqiuEsr. 




Encarlve Operations Staff 
Center for Bood Sa^:y 
and Applied Mucrlcion 
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Botox Cosmetic: A Look ^t Looking Good 



ByC£im^LevW$ 



The 



S^^'-.^r^^*"' '^-^vi^^^^^- ^^' 



promise of ^ nnore youfhfui k>ok ¥«s too terrf^tlng iqr 53-yi?arrp|d Mary 
Sdiwallenberg to pass up. So, when thp Food and Pnig A|dni|nMrf^ arY>roved a 
prpdLCt that ten^porar&y knpFOves1t>& appearance 

the Orlando, Fla., resident took a shot at it And it wasnt long before she became one of 
many poopje clamoring for regular treatments that often include refreshments and friendly 
conviGH^ation, as weU as injections. 

Botui num Toxin Type A (Botox 
Cosmetic) is a protein complex prxxiuoed 
by th<? bactenMfn CtosttkKum boti^knim, 
whlcli contains the same toxin that 
causi^ foofif poisoning. When used in a 
medt ^1 settir^ as an injectable fomn of 
sterile, puftfjecj Ijotonnum toxjn, ^maU 
dose? btocK thi? release of 4 phqml?^ 
caltel aqqtylpr^gSne l^y nervp oefetfij, 
slgoji rm^ ppptrsQeon, ^y setecOvfly 
interl ering vW] tN «rK|eriying mMI^Pl^- 
ability to CQntra^lf existing frown fff)^ 
are s moolhecj pitf af^l, In most case?, 
are r early lnvisit)|e in a week. 

BotoK injections are the fastest-growing 

cosnietfc procedure in the industry, 

accG rding to the American Society for 

Aest letfc Plastic Surgery (ASAPS). In 

200' , more than 1,6 millton people 

race ved injections, an increase of 46 percent over the prevkxis year. More popular than 

breast enhancefnent surgery and a potential blockbuster, Botox is regarded by some as 

the I ilfinate fountain of youtf]. 




SchWallenl>erg, a phannaceutical sales representfifive who is exqted about her next 
murid of injections, says she wants to IqoH fi^ b^ tj^f f)§riPtJ* Th^r^ corporate Amerfca 
for yjou," she says. T have a lot of energy and I juSt wanted to looK ^ood." 

Botrix was fjpt approved In 1 p89 to tre^t tyw> «^.fnM^g(^ 0ifi9r^enJi?«ncpntro|laib!te 
bfinking (b)epf}^rpspasrn) and fnisafign^ ^yes j^jfi^nJ^Jv Jn'aCSPvlNAoxIqvy^^ 
approved to tre^ ^ neurological nwjemwt (^jsqrijef thm 9^MS§§ s^fvwe neck anji 



8ho(^lder cootractions, known as cervical dystopia. As an (|nil$Ma| side e#9c^ of the eye 
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disorder fr^^pftt, doctors Qt>$ervec| t|i3t Bpt^ fpglifflitn? vertpl trown {gl5i|;(^lar) 
lines between fl>e eyebrows tial tend to make pec^ kx>K tiredt sipgry or displeased. But 
until this inriprpvement was actually demonstratecj in qfinicdl studies, Aliergan Inc., of 
Irvine, Calif. , was prohibited from making this darm for the product 

By Afiril 2002, the FDA was satisfied by its review of studies indicating that Botox reduced 
the severity of frovm lines for up to 120 days. The agency then granted approval to use 
the drug for this condiBon, 

I The FDA requ|a(es products, but not how they are Vf^. Approvetj products are 
some[times q^ by a Rcensed pracOSoner for uses oth^ than 4iose stated in ^e product 
label Botox Cosmnetic, for example, is cunrentiy b^jfip qsed by physicians to treat facial 
wrinldes oth^r ^n those specified by ^ Fp^ QfHffSljP^rs §tl9Ml(j bc^ aw^re, tiowever. 
that this ''QfHsM^ use ha$ TKrt been jnf^^ 

safety and ^i^pj|veaess of Botox Injections intx? dtlti^ f^tens of t|^ t9ce and neck, atone 
or In combination with ttie frown-lines region, hiave (iot b|en clink^ evaluated. 

"N^ Ella L. Toombs. M p.. a dennatolppjc fp?f<|Hsl ^fto |q j^ f^p^ ^ Offioe of Gametics an d 
Co!ois,sgys^'S5^rpluide|lbe|r^ - -^ -^ - -^^ ^ -^ 

agency b^pf^ ;^y prescript)pn pMH^ IS ^pnipSifiyai^sSiiail^IB^ not 

indicated for serious or l^tf}re9fen|fig SfWiTOfliiiir^ 
scmttny bepaMse of the beriefH^ckfelc fatK).'' Tof^ FDA may 

aHoW someone to incur a greater risk ftom prodiJ(^t|l^t^ corxlitions, rather 

than (from those tt^ are approved for cosrnefc porpo^ 



Botox 'Parties' 

The recent rjse in the popularity of Botox has much to do with 
the manner in wtik:h it is frequently marteted, Sorne 
practittoners buy the toxin w\ bulk and arrange get-toqo^ers for 
people recejylng their treatments. As in business, volume 
discounts can be found in medk:ine. 

Ptastk: sufipefy evervte known as Botox partie$T-^|^ ^{i^ars, 
evenings m^ §pplals-are a l^ey element ^ ^|q^^n«fg^ 
much of the Mnit^ States, The gpt^l^ring? ^r^ jH^tai ^^ ^ 
convenient h>e3n? of provkling Botox fr€^ . 

econonniq4»y, ^q^ may help j|^uce thg ^p??!?^ tfel flgjpl^ 
goes atong yfUh 90m ^H fnj^9t»n. ^m^ ^ W^m^^ 
Seating p^|^ jp groups fj^ fti^ }p nf1^K§M|pQMfe 
more affordat)le ^o their patienls. n i»t^-<f - 

Here's how a •'p^fty^ typically works: A groqp qf qffjeq n?rV0M5. 
but exciledi middle-aged rneri and worn^n mll^lfi? jn ^ ^PfTimon 
area. Sometinies refreshments are served. One t)y orie, as their 
name is called, each slips away for about 15 minutes to a 
private exapn room. He or she pays a fee and signs an infbrmed 
consent agreement Anesthesia is rarely needed, but sedatives 
and numbing agents may be available. The practifoner Ir^ects 
about one-tenth of a teaspoon of toxin into specie muscles of 



Considering Botox 
Cosmetic? 

• Besuretfiata 

. qualified doctor 
performs the 
procedure. 

• Make sure that the 
^9Ster&#9'ned 
and^quflified in 
co^neticskin 
Stifi^eryofthe 

th^|>en^and 
risks invol^ in 
thqprqpgdMre. 

• Avoid akx>hol and 
remain upright for 
several hours 
following the 
procedure. 

• Choose a medk^l 
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the forehead tTKJSt often targeted for the effect The person then 
r^oins the group. 

Scott A. Greenherg, M.D.. a bo^rd-c^ffj^ Pl^OTfiSlP JH 
Winter Paffc. Fl§., h^s been hosting fmlm WB^MmM 
Hours- in his fn^ipai office sjnce the ^jwa^s ^l^^ilitenl^' 
Greenbef^ f^§ flWt thesf l>y-»lny|t^||jaij?Qn!y — ^ '^ — •""' 
patients "af© 9p opportunity to tr^ 9 19| of - 

in a relaxec} t)»t pTPNssiona! ?ftrp<;®Rh5re.^ , ,. ,..„,.„ 

there is no t^iffprence between treatir^ 10 people cluiing 
indivldua] of^ visits througiiout ttie day and treating 10 people i 




sterile techniques. 
Necessary 

Jihould 




Sodety for Dermatofogic 
^Vrgery 



individualty, but in a more sodalized setting. *Ttie important 

thing is that the identical standards of medical care are maintained at these gatherings as 

in a routine daytime office consultation." 

JuBanne CBfTord, Ph.D .. of the FDA*s Division of Vaccines and Related Products 
Applicak>ns, e)cpld)ns that "Botox is licensed-for maikeling and distribution as single-use 
vials." This fne^ns that as packaged, "each vial i^ jnt^nde^ tP be i|3ed for a s^le patient 
in a single treaixiient session." Botox does not cont^n a preservative against potentiai 
contaminaOon of the^ product through repeated use of a single vtal Once opened and 
diluted* Botox must be used within four hours. Treating multiple people with one vial 
violates product labeSng, which is stated on tiie R?icKage fnsert thp vial ajrv;! t^i^ c^rtoa 



"We lose somqlfwng when we ma$s tr^" ^^f\ 

the ASAR^;?qne of w «rK;^m9 is thfit th^» 

many patlenfs ^ fX)SSible tnYJPlIZ^ « fn^^ 

time into ^ ppnprffle^sional ofwironfTierit^ P^$R^ ,, 

just dispepsfDjg ^pigs." #" 





— tophg?t|^^ 
over 

..'■ ' ' !: -i ' —■ ... 

Schwatienberg, however, in^j^th^ttpr. Qfp^iQ|p#y.eQ3|^e^ 
cattle call," she says, "And I dont thJnIc I'd go to a <|0ctOf I djdnt kiww " 

The FDA is concerned that Botox has the potential for being abused. The ASAPS recentiy 
reported that unqualified people are dispensing Botox in sabns. gyms, hotel rooms. 
home4}ased offices, and other retail venues. In such cases, people run the risks of 
improper technique, inappropriate dosages, and unsanitary conditions. "Botox is a 
prescription drug that should be administered by a quaTified physidan In an appropriate 
medical setting," says Toombs. 

Greenberg agrees. Tatient safety has to be of prirme concern." he says. "People need to 
be in the rigN hands when complications arise." That* s why Greenberg does not allow his 
staff to adrniril^r Botox treatments. Even Vie rno^ f||^)|ed hee^thncare providers, he says, 
can have corrtpfications as wejl as dissatisfied cM^^orners, 

Although ttiere is no chance of contracting txitup;^ fjpcpm Botox irtj^ons, there are some 

risks assqqiated wfth the procedure. If tpo much V0\ jf|"pf|C|^, fgjr^^pl^, or jf itis 

[fleeted ingltiewiPngfeq^l^J^^ 

(ptosis) tiiat cqmW last for vi«eks. This partwilir cff||pb^|Hpni^ 

trials. 



IittD-7Avww.fda.cov/iiiac/fealuies/2002/402 botoxJitnil 
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Other cx>mmon sWe effects following injecfon were ^leadadie, respiratory infecSon, flu 
syndrome^ and nausea. L^ss frequent adverse reactions included pain wi the fece. 
redness at the injeceon site, and muscle weakness. These reacBons were generally 
temporary, but could test several months. 

While the effects of Botox Cosmetic don*t last, still, p^le don*t seem to mind repeating 
the procedure pvery four to six months in order to maintain a wrin|c|e-free look. Battling 
the signs of ggjng in a non-invasive way, after aH i^ p?ft of the altgre of the product-that 
and the fact th9t there are no unsightly scars, and tt^ there is vefy fttfe recovery time 
with the procedure 



Tlie FDA reqpfprnpnds that ^9?c pPSflie^le t;^ ji 
every three nionfhS» and tM the loweft #BCt|vp 



na^prp frf?^^?n^ tt>^n ««» 
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For Mof^ Information: 

American Academy of Dermatoloov 

P.O. BOX4Q14 
SchaumburgJI- 60168-4014 
1-888-462-3376 

Amerk^ Safety, for Der matologic Surqerv 
5550 Meadowbrook Drive. Suite 120 
Roll^ Meaciaws, IL 60008 
1-800-441-2737 

American gpcjetv tor Aesth^g pfegtic gurwot 
11081 Winners Circle 
Los AlamJtPS, QA 00720 
1-888-272-7711 




;.ii j ij;^ ' t;;Vf.' ' ''^ ' .': " ' ;. '' 



tafefejBf SsDlsn^ I Hfa!!fft>|f!t>g^ j 
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Whatf$eptcwc^? 

« BotoxTFporpes from a lOnd of bacteria. Th«baci^p^ 

doctors have found that tha chemical in Bolox^ ^ ^ h^ip treat $Qm6 |iep|th 

problems. They have l>een using it safely fdr many years. 



How does Botox™ work? 

« Sorr)e wr^nldes are caused when a musdecoritiacts(tighteris up). Botox 
through the Skin into the muade wiOi a needte. The Botox^ keeps the musde from 
co n t racCofl. When the musde can't contract the wrinkle doesnt show as much. 

You fiT?aq you can*t move your muscles? 

* A tra)f>ed doctor wll irject small amounts of Botox^ jnto a sinan part of the muscle. Only 
that musde cant move. 



Wh4 ^ppens over the lon$| t^rnj? 

• 7]ieafi^hC*PolDx«|^§sen?¥^ 
rnonlh^ YoM begin to $^ Vh^yipK^}^ ^n. 

• ^ptfixiflw^i* approve?} far the FRA^F^W^^^ 

\^\ tsrtain «»i5ei^^ «?f tt» ey« mie^ter Bwl,^^ ^ ._, , __ 

eyes k?QM better, too;The cornpafiy that nmf^ 

FpA that Bo)ox^ worked and was safe for treating cer^ 




-S-vH 



:..^a^^ 



Are there any side effects? Yes. 

« S)de effects may indude; 

• Droopy eyelids, which can last for a few weei^ 

• Ru49ce«yn(9ptoms 

• Headache and nausea (upset stomach) 



(REf^EM^eR: Botox™ $s a drug, not a oosmetK?.; 



Are Botox Parties Safe? 



ht^://www.fda,gQv/wonien$/gctlhcfactslx)tox4itml 
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Bcf^ojcni i^ approved tof vi^wg in ^nsl^i^ j 

m^ ^ tK? ysed only 909!? ind jHijy. \mmi -„„^^ ^-_^„. 

mpre tr»?n ofice can $pf6iK} gfifmsrrrwftjg msfl^ itipt»l»wpn 

witf Pne 1ul>e goes agajn^ thP Pfoflwc^ «iWjj>n|,(6^,\6«^^ 
neecis fo be usad wimin 4 hours after the tube is Qp^n^. 



'-y^^^-5^.^*T^fcc... 



What should I do if I wrant to try Batax^? 

m Make sure ycxi get trealment in a dcyctor's office or hospital. Mato 
trained and takes tim« to care." 



ThinKiffS ^bovt Botox? 

• Be sqfetM a skiled doctor dpe$ the treatment 

• M^e sure the doctor Is trairied in opsniefcslOT^qrge 

• /^ about t^ebenefHs and risks of tfwtreaUi^ent 

• CTPOfparnec^caAaettlr^wfierpeygrYPM^^ 

• Dopot4nnKaMK)lanc(dan(Atiei;tow 





Amarican Society lor Oermatofogic Surgery Phone: 1-dO(M41-2737 
FDA Talk Paper. "FDA Approves Botox To Tnsat Frown Lines" 

wvmJda,QOvAib5nDPksfANSWERSr20 02/ANS01147.^ 

FDA Consurner artkile: ''Botox Cosmefe A iMk at Ijooking Good" 
www.fa a.QOv/fdac/featurBs/2002M02 botox.htm l 
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fatlp:/Avyiw,fda.gov/womens/getihcfacts/botoxliti^ 
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Public Health Service 
Freedom of Information Office 
Parklawn Building, Room 1 7-A-45 
5600 Fishers Lane 
Rockville, MD 20857 
PH: 301-443-5252 
May 5, 2005 ''^^' 301-443-0925 

PETER J. PETERSAN 

THE HUMANE SOCIETY OF THE UNITED STATES 

2100 L ST NW 

WASHINGTON DC 20037 



Dear PETER J. PETERSAN: 



This is to acknowledge receipt of yow administrative appeal dated 4/28/2005, 

Any questions regarding tlie status of your appeal should be directed to tKe Public Health 
Services (PHS) Freedom of Information (FOl^ office. 



Your appeal, has been assigned the following number PHS-2K5-A-077. 
Please reference this number on your correspondence. 

Sincerely, 

PHS Freedom of Information Office 



